W% ryry ’
RECEIVED AT DRUG SAFETY SURV :MCNE] Individual Safet rt
IMIIIIIIIHI“MIIIMWWIIII MeNex consuuEn rrop kL numfmﬁ”
FORT WASHINGTON

19-FEB- l 998-0680

of _
AP O atio of= edicatio
1. Patient identifier }2. Age st thus 3. Sex 4. Waight 1. Name (give labelad strength & mfr/labeler, if known).
svent: '
of 40 yrs (X)female Junk Llbs #1 TYLENOL Analgesic Unknown
Case 191 Oate or 2
in confidsnce of birth: ( Jmale kgs 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
B ¥ £ 2 e & O slgele propie fromAo (or best sstimate)
1. X Adverse svent and/or Product prodlem (s.9., defects/malfunctions) [#1 8-10 TYLENOL/day, po n approx 1 week
[Z. Outcomes attributed to adverse svent #2 22 N
(check ail that apply) ¢ ) dieabiey 4. Disgnosis for use (indication) 5. Event shated sftec uss“
i ttopped. oc.duse reduc
g g s M:ﬂ- " 71 () Ves ¢ ) No (X) ?4/1L
¢ ) Ke-threstening () . srvention o prevent es I ]
(x) hospitslizetion - initief or prolonged 4 . -
: - ¢ other 6. Log.#.fif known) 763, dave (7 known) [#2 ( ) Yes ( ) No ¢ ) N/A
3. Date of event 4. Dets of this repart #1_ Unknown #1_  Unknown 8. Event reappeared after
v NKRIOMO imedentys 02/06/98 £ 2 relntroduction '
% De T —_— #1 () Yes ( ) No (X) N/,
5. Describe event or problem 9. NOC # - for product probleme only (if known] :
Case # 191 received from the{Jlll) case fatality data. See - - . #2 () Yes CINo () N/

attached case report form provided bYRRSND 10. Concomitant medical products and therapy dates (exclude trsatment of event)
See attached case report form provided C

R IB c«mm mﬂodtm(amm-mm&vie«) ) .
Neeft conoumr Products Compeny 215-233-7820

' Medical Affairs T Report ‘
Lo 7050 Cenp Hill Roed (check ail that apply
: Lo Ft. Washington, PA 19034 ¢ ) foreign

-.‘.'E:':" * t () study

A (x) fiterature

¢ ) consumer

heasith

4. Date received by manufacturer|5. (x) professions!
01/30/98 (A) NDA # 17-552 ¢ ) user faciity
8. if IND, protocol # INO #
H PLA # <) aoﬂf‘nmaﬂv.
6. Relevant tests/lsboratory dats, inciuding dates pre-1938 ( ) Yes { ) distributor
See attached case report form provided by (NP 7. Type of report ¢ ) other:
(check eli that apply) g“;&m 00 Yes

() B-day (X)15-day
() 10-day ( )periodic
(X) Inicial ( )follow-up # OVERDOSE HYPOGLYCEMIA

: LIVER FUNC ABNO ACIDOSIS
COAGULATION DIS KIDNEY FUMC ABK

8. Adverse svent termis)

9. Mir. report number

7. Other relavant history. including presxisting medical conditions {s.g., alergies, 1 APNEA DEATH
race, pregnancy, smoking and sicohol use, hepatic/renat dysfunction, etc.} £ Initial reporter -
See attached case report form provided by _ 1. Name, address & phone # T

SR 'O ,
L

my - I
]
2. Health professional? [3. Occupetion 4. initial reporter also
§ sent report to FOA
Submission of a re does not constitute an .
m admission that mom personnel, user fu.:llty, (X) Yes () Mo physician () Yes () No (X) Unk
distributor, manutacturer or product caused or

Facsimiie form 3500A  contributed 1o the event.



IVED AT DRUG SAFETY SURVEILLANCE
i

RECELV
i i o X7 it .
LN T R

Individual Safe

e LT
S eSS FATALITY: 1996 SR

Case Number: 191

Age: 40 yts
Substances: Acetaminophen
Chronicity: Chronic

Route: Ingestion

Reason: Int Unknown
Pre-HosPital Arrest? No ©

)

40 yo female who was transported to the local ED by friends because of a change in hcr mental
status. Apparently one week ago she had fallen and injured her chest wall and was taking 8-10
Tylenol per day plus ibuprofen and Orudis for pain for the past week. Her PMH was wnble.
Her social history was remarkable for 3 alcoholic drinks 2-3x/week. [n the ED the patient was
confused and had a blood glucose of 20 which responded to 50 cc of DSOW wxd} clearing of her
mental status. Her initial BP was 68 systolic which responded to fluids. Her initial labs s_h?wed a
sodium 132 mmol/L, potassium 4.2 mmol/E, chloride 8§ mmol/L, BUN 10 mg/d'I..' creatinine 2.6
mg/dL, ghicose 36 mg/dL, AST >26000 U/L, INR >17, PTT 49..3 sec, acetaminophen 28 Fg/ml.
lactate 8.2 and ABG pH 7.38, pCO2 27 mmHg, pO2 67 mmHg, bicarbonate 13’ mmol/L. Inital head
CT was negative. The next morning following her admission. IV NAC ,was.stmed and because of a
worsening mental status, increasing coagulopathy and worsening rcnal ﬁmcnon she was transferred to
the liver transplant unit. Less than 12 hours later she required intubation for a dgcrasmg_memal
status and respiratory failure. She expired on hospital day 3. IV NAC was continued until she
expired.



